
369 

Food and Drug Administration, HHS § 530.41 

of prohibition, the agency will specify 
in the modified order of prohibition the 
nature and extent of the modified pro-
hibition, the reasons for it, and the 
agency’s response to any comments on 
the original order of prohibition. 

(f) A current listing of drugs prohib-
ited for extralabel use in animals will 
be codified in § 530.41. 

(g) After the submission of appro-
priate information (i.e., adequate data, 
an acceptable method, approval of a 
new animal drug application for the 
prohibited extralabel use, or informa-
tion demonstrating that the prohibi-
tion was based on incorrect data), FDA 
may, by publication of an appropriate 
notice in the FEDERAL REGISTER, re-
move a drug from the list of human 
and animal drugs prohibited for 
extralabel use in animals, or may mod-
ify a prohibition. 

(h) FDA may prohibit extralabel use 
of a drug in food-producing animals 
without establishing a safe level. 

Subpart D—Extralabel Use of 
Human and Animal Drugs in 
Animals Not Intended for 
Human Consumption 

§ 530.30 Extralabel drug use in 
nonfood animals. 

(a) Because extralabel use of animal 
and human drugs in nonfood-producing 
animals does not ordinarily pose a 
threat to the public health, extralabel 
use of animal and human drugs is per-
mitted in nonfood-producing animal 
practice except when the public health 
is threatened. In addition, the provi-
sions of § 530.20(a)(1) will apply to the 
use of an approved animal drug. 

(b) If FDA determines that an 
extralabel drug use in animals not in-
tended for human consumption pre-
sents a risk to the public health, the 
agency may publish in the FEDERAL 
REGISTER a notice prohibiting such use 
following the procedures in § 530.25. The 
prohibited extralabel drug use will be 
codified in § 530.41. 

Subpart E—Safe Levels for 
Extralabel Use of Drugs in Ani-
mals and Drugs Prohibited 
From Extralabel Use in Ani-
mals 

§ 530.40 Safe levels and availability of 
analytical methods. 

(a) In accordance with § 530.22, the 
following safe levels for extralabel use 
of an approved animal drug or human 
drug have been established: [Reserved] 

(b) In accordance with § 530.22, the 
following analytical methods have 
been accepted by FDA: [Reserved] 

§ 530.41 Drugs prohibited for 
extralabel use in animals. 

(a) The following drugs, families of 
drugs, and substances are prohibited 
for extralabel animal and human drug 
uses in food-producing animals. 

(1) Chloramphenicol; 
(2) Clenbuterol; 
(3) Diethylstilbestrol (DES); 
(4) Dimetridazole; 
(5) Ipronidazole; 
(6) Other nitroimidazoles; 
(7) Furazolidone. 
(8) Nitrofurazone. 
(9) Sulfonamide drugs in lactating 

dairy cattle (except approved use of 
sulfadimethoxine, 
sulfabromomethazine, and 
sulfaethoxypyridazine); 

(10) Fluoroquinolones; and 
(11) Glycopeptides. 
(12) Phenylbutazone in female dairy 

cattle 20 months of age or older. 
(b) The following drugs, families of 

drugs, and substances are prohibited 
for extralabel animal and human drug 
uses in nonfood-producing animals: 
[Reserved] 

(c) [Reserved] 
(d) The following drugs, or classes of 

drugs, that are approved for treating or 
preventing influenza A, are prohibited 
from extralabel use in chickens, tur-
keys, and ducks: 

(1) Adamantanes. 
(2) Neuraminidase inhibitors. 

[62 FR 27947, May 22, 1997, as amended at 67 
FR 5471, Feb. 6, 2002; 68 FR 9530, Feb. 28, 2003; 
68 FR 14134, Mar. 24, 2003; 71 FR 14377, Mar. 
22, 2006] 
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